
PRODUCT INFORMATION

ZANTAC® 150
(ranitidine hydrochloride)
Tablets, USP

ZANTAC® 300
(ranitidine hydrochloride)
Tablets, USP

ZANTAC® 150
(ranitidine hydrochloride effervescent)
EFFERdose® Tablets

ZANTAC® 150
(ranitidine hydrochloride effervescent)
EFFERdose® Granules

ZANTAC®
(ranitidine hydrochloride)
Syrup, USP

DESCRIPTION:!"#$!%&'()$!(*+,$-($*'!(*!./0"/1!234!"%56$'78!./0"/1!944!"%56$'78!./0"/1
234!:;;:<-=7$!"%56$'78!./0"/1!234!:;;:<-=7$!>,%*?6$78!%*-!./0"/1!@A,?B!(7!,%*('(-(*$
#A-,=&#6=,(-$!CD16E8!F@G8!%!#(7'%H(*$!DIJ,$&$B'=,!%*'%+=*(7'K!1#$H(&%66A!('!(7!0LIJLLL3J
LC-(H$'#A6%H(*=EH$'#A6MJIJN?,%*A6MH$'#A6M'#(=M$'#A6MJ0′JH$'#A6JIJ*(',=J282J$'#$*$-(%H(*$8!D16K!O'
#%7!'#$!N=66=P(*+!7',?&'?,$Q

"#$!$HB(,(&%6!N=,H?6%!(7!129DII0RS9@TD168!,$B,$7$*'(*+!%!H=6$&?6%,!P$(+#'!=N!934KUVK
<%*('(-(*$!D16!(7!%!P#('$!'=!B%6$!A$66=P8!+,%*?6%,!7?57'%*&$!'#%'!(7!7=6?56$!(*!P%'$,K!O'!#%7!%

76(+#'6A!5(''$,!'%7'$!%*-!7?6N?,6(W$!=-=,K
:%&#!./0"/1!234!"%56$'!N=,!=,%6!%-H(*(7',%'(=*!&=*'%(*7!2XU!H+!=N!,%*('(-(*$!D16!$Y?()%6$*'

'=!234!H+!=N!,%*('(-(*$K!:%&#!'%56$'!%67=!&=*'%(*7!'#$!(*%&'()$!(*+,$-($*'7!;Z[1!\$66=P!0=K!X
/6?H(*?H!]%W$8!#A-,=^AB,=BA6!H$'#A6&$66?6=7$8!H%+*$7(?H!7'$%,%'$8!H(&,=&,A7'%66(*$!&$66?6=7$8
'('%*(?H!-(=^(-$8!',(%&$'(*8!%*-!A$66=P!(,=*!=^(-$K
:%&#!./0"/1!944!"%56$'!N=,!=,%6!%-H(*(7',%'(=*!&=*'%(*7!99X!H+!=N!,%*('(-(*$!D16!$Y?()%6$*'

'=!944!H+!=N!,%*('(-(*$K!:%&#!'%56$'!%67=!&=*'%(*7!'#$!(*%&'()$!(*+,$-($*'7!&,=7&%,H$66=7$!7=-(?H8
Z[1!\$66=P!0=K!24!/6?H(*?H!]%W$8!#A-,=^AB,=BA6!H$'#A6&$66?6=7$8!H%+*$7(?H!7'$%,%'$8
H(&,=&,A7'%66(*$!&$66?6=7$8!'('%*(?H!-(=^(-$8!%*-!',(%&$'(*K
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./0"/1!234!:;;:<-=7$!"%56$'7!%*-!./0"/1!234!:;;:<-=7$!>,%*?6$7!N=,!=,%6
%-H(*(7',%'(=*!%,$!$NN$,)$7&$*'!N=,H?6%'(=*7!=N!,%*('(-(*$!'#%'!H?7'!5$!-(77=6)$-!(*!P%'$,!5$N=,$!?7$K
:%&#!(*-()(-?%6!'%56$'!=,!'#$!&=*'$*'7!=N!%!B%&W$'!&=*'%(*!2XU!H+!=N!,%*('(-(*$!D16!$Y?()%6$*'!'=
234!H+!=N!,%*('(-(*$!%*-!'#$!N=66=P(*+!(*%&'()$!(*+,$-($*'7Q!%7B%,'%H$8!H=*=7=-(?H!&(',%'$
%*#A-,=?78!B=)(-=*$8!%*-!7=-(?H!5(&%,5=*%'$K!:%&#!'%56$'!%67=!&=*'%(*7!7=-(?H!5$*_=%'$K!"#$!'='%6
7=-(?H!&=*'$*'!=N!$%&#!'%56$'!(7!2U9K2I!H+!CVK`X!H:YE!B$,!234!H+!=N!,%*('(-(*$8!%*-!'#$!'='%6
7=-(?H!&=*'$*'!=N!$%&#!B%&W$'!=N!+,%*?6$7!(7!2V9K3R!H+!CVK33!H:YE!B$,!234!H+!=N!,%*('(-(*$K
:%&#!2!H]!=N!./0"/1!@A,?B!&=*'%(*7!2XKU!H+!=N!,%*('(-(*$!D16!$Y?()%6$*'!'=!23!H+!=N

,%*('(-(*$K!./0"/1!@A,?B!%67=!&=*'%(*7!'#$!(*%&'()$!(*+,$-($*'7!%6&=#=6!CVK3aE8!5?'A6B%,%5$*8
-(5%7(&!7=-(?H!B#=7B#%'$8!#A-,=^AB,=BA6!H$'#A6&$66?6=7$8!B$BB$,H(*'!N6%)=,8!H=*=5%7(&!B='%77(?H
B#=7B#%'$8!B,=BA6B%,%5$*8!B?,(N($-!P%'$,8!7%&&#%,(*!7=-(?H8!7=-(?H!&#6=,(-$8!%*-!7=,5('=6K

CLINICAL PHARMACOLOGY:!./0"/1!(7!%!&=HB$'('()$8!,$)$,7(56$!(*#(5('=,!=N!'#$!%&'(=*!=N
#(7'%H(*$!%'!'#$!#(7'%H(*$!DIJ,$&$B'=,78!(*&6?-(*+!,$&$B'=,7!=*!'#$!+%7',(&!&$667K!./0"/1!-=$7!*='
6=P$,!7$,?H!1%bb!(*!#AB$,&%6&$H(&!7'%'$7K!./0"/1!(7!*='!%*!%*'(&#=6(*$,+(&!%+$*'K
Pharmacokinetics:

Absorption: ./0"/1!(7!34a!%57=,5$-!%N'$,!=,%6!%-H(*(7',%'(=*8!&=HB%,$-!'=!%*!(*',%)$*=?7
COcE!(*d$&'(=*!P('#!H$%*!B$%W!6$)$67!=N!RR4!'=!3R3!*+eH]!=&&?,,(*+!I!'=!9!#=?,7!%N'$,!%!234JH+
-=7$K!"#$!7A,?B!%*-!:;;:<-=7$!N=,H?6%'(=*7!%,$!5(=$Y?()%6$*'!'=!'#$!'%56$'7K!/57=,B'(=*!(7!*='
7(+*(N(&%*'6A!(HB%(,$-!5A!'#$!%-H(*(7',%'(=*!=N!N==-!=,!%*'%&(-7K!G,=B%*'#$6(*$!76(+#'6A!-$6%A7!%*-
(*&,$%7$7!B$%W!56==-!6$)$67!=N!./0"/18!B,=5%56A!5A!-$6%A(*+!+%7',(&!$HB'A(*+!%*-!',%*7('!'(H$K!O*
=*$!7'?-A8!7(H?6'%*$=?7!%-H(*(7',%'(=*!=N!#(+#JB='$*&A!%*'%&(-!C234!HH=6E!(*!N%7'(*+!7?5d$&'7!#%7
5$$*!,$B=,'$-!'=!-$&,$%7$!'#$!%57=,B'(=*!=N!./0"/1K

Distribution: "#$!)=6?H$!=N!-(7',(5?'(=*!(7!%5=?'!2KR!]eW+K!@$,?H!B,='$(*!5(*-(*+!%)$,%+$7!23aK
Metabolism: O*!#?H%*78!'#$!0J=^(-$!(7!'#$!B,(*&(B%6!H$'%5=6('$!(*!'#$!?,(*$f!#=P$)$,8!'#(7

%H=?*'7!'=!gRa!=N!'#$!-=7$K!S'#$,!H$'%5=6('$7!%,$!'#$!@J=^(-$!C2aE!%*-!'#$!-$7H$'#A6!,%*('(-(*$
C2aEK!"#$!,$H%(*-$,!=N!'#$!%-H(*(7'$,$-!-=7$!(7!N=?*-!(*!'#$!7'==6K!@'?-($7!(*!B%'($*'7!P('#!#$B%'(&
-A7N?*&'(=*!C&=HB$*7%'$-!&(,,#=7(7E!(*-(&%'$!'#%'!'#$,$!%,$!H(*=,8!5?'!&6(*(&%66A!(*7(+*(N(&%*'8
%6'$,%'(=*7!(*!,%*('(-(*$!#%6NJ6(N$8!-(7',(5?'(=*8!&6$%,%*&$8!%*-!5(=%)%(6%5(6('AK

Excretion: "#$!B,(*&(B%6!,=?'$!=N!$^&,$'(=*!(7!'#$!?,(*$8!P('#!%BB,=^(H%'$6A!94a!=N!'#$!=,%66A
%-H(*(7'$,$-!-=7$!&=66$&'$-!(*!'#$!?,(*$!%7!?*&#%*+$-!-,?+!(*!IR!#=?,7K!<$*%6!&6$%,%*&$!(7!%5=?'
R24!H]eH(*8!(*-(&%'(*+!%&'()$!'?5?6%,!$^&,$'(=*K!"#$!$6(H(*%'(=*!#%6NJ6(N$!(7!IK3!'=!9!#=?,7K!;=?,
B%'($*'7!P('#!&6(*(&%66A!7(+*(N(&%*'!,$*%6!N?*&'(=*!(HB%(,H$*'!C&,$%'(*(*$!&6$%,%*&$!I3!'=!93!H]eH(*E
%-H(*(7'$,$-!34!H+!=N!,%*('(-(*$!(*',%)$*=?76A!#%-!%*!%)$,%+$!B6%7H%!#%6NJ6(N$!=N!RKU!#=?,78!%
,%*('(-(*$!&6$%,%*&$!=N!I`!H]eH(*8!%*-!%!)=6?H$!=N!-(7',(5?'(=*!=N!2KVX!!]eW+K!O*!+$*$,%68!'#$7$
B%,%H$'$,7!%BB$%,!'=!5$!%6'$,$-!(*!B,=B=,'(=*!'=!&,$%'(*(*$!&6$%,%*&$!C7$$!ZS@/>:!/0Z
/ZhO0O@"</"OS0EK

Geriatrics:!"#$!B6%7H%!#%6NJ6(N$!(7!B,=6=*+$-!%*-!'='%6!&6$%,%*&$!(7!,$-?&$-!(*!'#$!$6-$,6A
B=B?6%'(=*!-?$!'=!%!-$&,$%7$!(*!,$*%6!N?*&'(=*K!"#$!$6(H(*%'(=*!#%6NJ6(N$!(7!9!'=!R!#=?,7K!G$%W!6$)$67
%)$,%+$!3IX!*+eH]!N=66=P(*+!%!234JH+!'P(&$!-%(6A!-=7$!%*-!=&&?,!(*!%5=?'!9!#=?,7!C7$$
G<:1/F"OS0@Q!>$,(%',(&!F7$!%*-!ZS@/>:!/0Z!/ZhO0O@"</"OS0Q!Z=7%+$!/-d?7'H$*'!N=,
G%'($*'7!P('#!OHB%(,$-!<$*%6!;?*&'(=*EK
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Pediatrics: "#$,$!%,$!*=!7(+*(N(&%*'!-(NN$,$*&$7!(*!'#$!B#%,H%&=W(*$'(&!B%,%H$'$,!)%6?$7!N=,
,%*('(-(*$!(*!B$-(%',(&!B%'($*'7!CN,=H!2!H=*'#!?B!'=!2X!A$%,7!=N!%+$E!%*-!#$%6'#A!%-?6'7!P#$*
&=,,$&'(=*!(7!H%-$!N=,!5=-A!P$(+#'K!"#$!%)$,%+$!5(=%)%(6%5(6('A!=N!,%*('(-(*$!+()$*!=,%66A!'=
B$-(%',(&!B%'($*'7!(7!RUa!P#(&#!(7!&=HB%,%56$!'=!'#$!5(=%)%(6%5(6('A!=N!,%*('(-(*$!(*!'#$!%-?6'
B=B?6%'(=*K!/66!='#$,!B#%,H%&=W(*$'(&!B%,%H$'$,!)%6?$7!C'2eI8!c-8!%*-!1]E!%,$!7(H(6%,!'=!'#=7$
=57$,)$-!P('#!(*',%)$*=?7!,%*('(-(*$!?7$!(*!B$-(%',(&!B%'($*'7K!:7'(H%'$7!=N!1H%^!%*-!"H%^!%,$
-(7B6%A$-!(*!"%56$!2K

Table 1: Ranitidine Pharmacokinetics in Pediatric Patients
Following Oral Dosing

G=B?6%'(=*
C%+$E * Z=7%+$!;=,H

C-=7$E

1H%^
C*+eH]E

"H%^
C#=?,7E

>%7',(&!=,!-?=-$*%6!?6&$,
C9K3!'=!2X!A$%,7E 2I

"%56$'7
C2!'=!I!H+eW+E 3R!'=!R`I IK4

S'#$,P(7$!#$%6'#A!,$Y?(,(*+
./0"/1

C4KV!'=!2R!A$%,78!@(*+6$!-=7$E
24

@A,?B
CI!H+eW+E IRR 2KX2

S'#$,P(7$!#$%6'#A!,$Y?(,(*+
./0"/1

C4KV!'=!2R!A$%,78!h?6'(B6$!-=7$E
24

@A,?B
CI!H+eW+E 9I4 2KXX

G6%7H%!&6$%,%*&$!H$%7?,$-!(*!'P=!*$=*%'%6!B%'($*'7!C6$77!'#%*!2!H=*'#!=N!%+$E!P%7!&=*7(-$,%56A
6=P$,!C9!H]eH(*eW+E!'#%*!&#(6-,$*!=,!%-?6'7!%*-!(7!6(W$6A!-?$!'=!,$-?&$-!,$*%6!N?*&'(=*!=57$,)$-!(*
'#(7!B=B?6%'(=*K
PharmacodynamicsQ!@$,?H!&=*&$*',%'(=*7!*$&$77%,A!'=!(*#(5('!34a!=N!7'(H?6%'$-!+%7',(&!%&(-
7$&,$'(=*!%,$!$7'(H%'$-!'=!5$!9X!'=!`R!*+eH]K!;=66=P(*+!%!7(*+6$!=,%6!-=7$!=N!234!H+8!7$,?H
&=*&$*',%'(=*7!=N!./0"/1!%,$!(*!'#(7!,%*+$!?B!'=!2I!#=?,7K!D=P$)$,8!56==-!6$)$67!5$%,!*=
&=*7(7'$*'!,$6%'(=*7#(B!'=!-=7$!=,!-$+,$$!=N!%&(-!(*#(5('(=*K
O*!%!B#%,H%&=-A*%H(&!&=HB%,(7=*!=N!'#$!:;;:<-=7$!P('#!'#$!./0"/1!"%56$'78!-?,(*+!'#$

N(,7'!#=?,!%N'$,!%-H(*(7',%'(=*8!'#$!:;;:<-=7$!'%56$'!N=,H?6%'(=*!+%)$!%!7(+*(N(&%*'6A!#(+#$,
(*',%+%7',(&!BD8!5A!%BB,=^(H%'$6A!2!BD!?*('8!&=HB%,$-!'=!'#$!./0"/1!'%56$'7K

Antisecretory Activity:!1. Effects on Acid Secretion:!./0"/1!(*#(5('7!5='#!-%A'(H$!%*-
*=&'?,*%6!5%7%6!+%7',(&!%&(-!7$&,$'(=*7!%7!P$66!%7!+%7',(&!%&(-!7$&,$'(=*!7'(H?6%'$-!5A!N==-8!5$'%_=6$8
%*-!B$*'%+%7',(*8!%7!7#=P*!(*!"%56$!IQ
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ZANTAC® 300 (ranitidine hydrochloride) Tablets, USP

ZANTAC® 150 (ranitidine hydrochloride effervescent) EFFERdose® Tablets
ZANTAC® 150 (ranitidine hydrochloride effervescent) EFFERdose® Granules

ZANTAC® (ranitidine hydrochloride) Syrup, USP

4

Table 2: Effect of Oral ZANTAC on Gastric Acid Secretion
"(H$!/N'$, a!O*#(5('(=*!=N!>%7',(&!/&(-!S?'B?'!5A!Z=7$8!H+
Z=7$8!# V3JU4 244 234 I44

i%7%6 FB!'=!R `` `3
0=&'?,*%6 FB!'=!29 `3 `X `I
i$'%_=6$ FB!'=!9 `V ``
G$*'%+%7',(* FB!'=!3 3U VI VI U4
h$%6 FB!'=!9 V9 V` `3

O'!%BB$%,7!'#%'!5%7%6J8!*=&'?,*%6J8!%*-!5$'%_=6$J7'(H?6%'$-!7$&,$'(=*7!%,$!H=7'!7$*7('()$!'=
(*#(5('(=*!5A!./0"/18!,$7B=*-(*+!%6H=7'!&=HB6$'$6A!'=!-=7$7!=N!244!H+!=,!6$778!P#(6$
B$*'%+%7',(*J!%*-!N==-J7'(H?6%'$-!7$&,$'(=*7!%,$!H=,$!-(NN(&?6'!'=!7?BB,$77K

2. Effects on Other Gastrointestinal Secretions:
Pepsin:!S,%6!./0"/1!-=$7!*='!%NN$&'!B$B7(*!7$&,$'(=*K!"='%6!B$B7(*!=?'B?'!(7!,$-?&$-!(*

B,=B=,'(=*!'=!'#$!-$&,$%7$!(*!)=6?H$!=N!+%7',(&!d?(&$K
Intrinsic Factor:!S,%6!./0"/1!#%7!*=!7(+*(N(&%*'!$NN$&'!=*!B$*'%+%7',(*J7'(H?6%'$-!(*',(*7(&

N%&'=,!7$&,$'(=*K
Serum Gastrin: ./0"/1!#%7!6(''6$!=,!*=!$NN$&'!=*!N%7'(*+!=,!B=7'B,%*-(%6!7$,?H!+%7',(*K

Other Pharmacologic Actions:
a.!>%7',(&!5%&'$,(%6!N6=,%j(*&,$%7$!(*!*(',%'$J,$-?&(*+!=,+%*(7H78!7(+*(N(&%*&$!*='!W*=P*K
b.!G,=6%&'(*!6$)$67j*=!$NN$&'!(*!,$&=HH$*-$-!=,%6!=,!(*',%)$*=?7!COcE!-=7%+$8!5?'!7H%668

',%*7($*'8!-=7$J,$6%'$-!(*&,$%7$7!(*!7$,?H!B,=6%&'(*!#%)$!5$$*!,$B=,'$-!%N'$,!Oc!5=6?7!(*d$&'(=*7!=N
244!H+!=,!H=,$K

c.!S'#$,!B('?('%,A!#=,H=*$7j*=!$NN$&'!=*!7$,?H!+=*%-=',=B(*78!"@D8!=,!>DK!G=77(56$
(HB%(,H$*'!=N!)%7=B,$77(*!,$6$%7$K

d.!0=!&#%*+$!(*!&=,'(7=68!%6-=7'$,=*$8!%*-,=+$*8!=,!$7',=+$*!6$)$67K
e.!0=!%*'(%*-,=+$*(&!%&'(=*K
f.!0=!$NN$&'!=*!&=?*'8!H='(6('A8!=,!H=,B#=6=+A!=N!7B$,HK
PediatricsQ!S,%6!-=7$7!=N!X!'=!24!H+eW+!B$,!-%A!(*!'P=!=,!'#,$$!-()(-$-!-=7$7!H%(*'%(*!+%7',(&

BDkR!'#,=?+#=?'!H=7'!=N!'#$!-=7(*+!(*'$,)%6K
Clinical Trials: Active Duodenal Ulcer:!O*!%!H?6'(&$*'$,8!-=?56$J56(*-8!&=*',=66$-8!F@!7'?-A!=N
$*-=7&=B(&%66A!-(%+*=7$-!-?=-$*%6!?6&$,78!$%,6($,!#$%6(*+!P%7!7$$*!(*!'#$!B%'($*'7!',$%'$-!P('#
./0"/1!%7!7#=P*!(*!"%56$!9Q
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ZANTAC® 300 (ranitidine hydrochloride) Tablets, USP

ZANTAC® 150 (ranitidine hydrochloride effervescent) EFFERdose® Tablets
ZANTAC® 150 (ranitidine hydrochloride effervescent) EFFERdose® Granules

ZANTAC® (ranitidine hydrochloride) Syrup, USP

5

Table 3: Duodenal Ulcer Patient Healing Rates
./0"/1l G6%&$5=l

0?H5$,
:*'$,$-

D$%6$-e
:)%6?%56$

0?H5$,
:*'$,$-

D$%6$-e
:)%6?%56$

S?'B%'($*'7
m$$W!I

m$$W!R
2`3

X`e2UI
C9UaEn

29Ve2UV
CV9aEn

2UU

92e2XR
C2`aE

VXe2XU
CR3aE

l/66!B%'($*'7!P$,$!B$,H(''$-!BK,K*K!%*'%&(-7!N=,!,$6($N!=N!B%(*K
nPg4K4442K

O*!'#$7$!7'?-($78!B%'($*'7!',$%'$-!P('#!./0"/1!,$B=,'$-!%!,$-?&'(=*!(*!5='#!-%A'(H$!%*-
*=&'?,*%6!B%(*8!%*-!'#$A!%67=!&=*7?H$-!6$77!%*'%&(-!'#%*!'#$!B6%&$5=J',$%'$-!B%'($*'7K

Table 4: Mean Daily Doses of Antacid
F6&$,!D$%6$- F6&$,!0='!D$%6$-

./0"/1 4K4X 4KV2
G6%&$5= 4KV2 2KR9

;=,$(+*!7'?-($7!#%)$!7#=P*!'#%'!B%'($*'7!#$%6!$Y?%66A!P$66!P('#!234!H+!5K(K-K!%*-!944!H+!#K7K
CU3a!)$,7?7!URa8!,$7B$&'()$6AE!-?,(*+!%!?7?%6!RJP$$W!&=?,7$!=N!'#$,%BAK!ON!B%'($*'7!,$Y?(,$!$^'$*-$-
'#$,%BA!=N!U!P$$W78!'#$!#$%6(*+!,%'$!H%A!5$!#(+#$,!N=,!234!H+!5K(K-K!%7!&=HB%,$-!'=!944!H+!#K7K
C`Ia!)$,7?7!UVa8!,$7B$&'()$6AEK
@'?-($7!#%)$!5$$*!6(H('$-!'=!7#=,'J'$,H!',$%'H$*'!=N!%&?'$!-?=-$*%6!?6&$,K!G%'($*'7!P#=7$!?6&$,7

#$%6$-!-?,(*+!'#$,%BA!#%-!,$&?,,$*&$7!=N!?6&$,7!%'!'#$!?7?%6!,%'$7K
Maintenance Therapy in Duodenal Ulcer:!<%*('(-(*$!#%7!5$$*!N=?*-!'=!5$!$NN$&'()$!%7

H%(*'$*%*&$!'#$,%BA!N=,!B%'($*'7!N=66=P(*+!#$%6(*+!=N!%&?'$!-?=-$*%6!?6&$,7K!O*!'P=!(*-$B$*-$*'8
-=?56$J56(*-8!H?6'(&$*'$,8!&=*',=66$-!',(%678!'#$!*?H5$,!=N!-?=-$*%6!?6&$,7!=57$,)$-!P%7
7(+*(N(&%*'6A!6$77!(*!B%'($*'7!',$%'$-!P('#!./0"/1!C234!H+!#K7KE!'#%*!(*!B%'($*'7!',$%'$-!P('#
B6%&$5=!=)$,!%!2IJH=*'#!B$,(=-K
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Table 5: Duodenal Ulcer Prevalence
Z=?56$J56(*-8!h?6'(&$*'$,8!G6%&$5=J1=*',=66$-!",(%67

h?6'(&$*'$,
",(%6 Z,?+ Z?=-$*%6!F6&$,!G,$)%6$*&$

0=K!=N
G%'($*'7

4JR
h=*'#7

4JU
h=*'#7

4J2I
h=*'#7

</0 I4al IRal 93al 29U
F@/ G]1 RRa 3Ra 3`a 29`

</0 2Ial I2al IUal 2VR
;=,$(+* G]1 3Xa XRa XUa 2X3

a!o!](N$!'%56$!$7'(H%'$K
l!o!Pg4K43!C./0"/1!)$,7?7!&=HB%,%'=,EK
</0!o!,%*('(-(*$!C./0"/1EK
G]1!o!B6%&$5=K

/7!P('#!='#$,!DIJ%*'%+=*(7'78!'#$!N%&'=,7!,$7B=*7(56$!N=,!'#$!7(+*(N(&%*'!,$-?&'(=*!(*!'#$!B,$)%6$*&$
=N!-?=-$*%6!?6&$,7!(*&6?-$!B,$)$*'(=*!=N!,$&?,,$*&$!=N!?6&$,78!H=,$!,%B(-!#$%6(*+!=N!?6&$,7!'#%'!H%A
=&&?,!-?,(*+!H%(*'$*%*&$!'#$,%BA8!=,!5='#K

Gastric Ulcer: O*!%!H?6'(&$*'$,8!-=?56$J56(*-8!&=*',=66$-8!F@!7'?-A!=N!$*-=7&=B(&%66A!-(%+*=7$-
+%7',(&!?6&$,78!$%,6($,!#$%6(*+!P%7!7$$*!(*!'#$!B%'($*'7!',$%'$-!P('#!./0"/1!%7!7#=P*!(*!"%56$!XQ

Table 6: Gastric Ulcer Patient Healing Rates
./0"/1l G6%&$5=l

0?H5$,
:*'$,$-

D$%6$-e
:)%6?%56$

0?H5$,
:*'$,$-

D$%6$-e
:)%6?%56$

S?'B%'($*'7
m$$W!I

m$$W!X
`I

2XeU9
C2`aE

34eV9
CXUaEn

`R

24eU9
C2IaE

93eX`
C32aE

l/66!B%'($*'7!P$,$!B$,H(''$-!BK,K*K!%*'%&(-7!N=,!,$6($N!=N!B%(*K
nP o!4K44`K

O*!'#(7!H?6'(&$*'$,!',(%68!7(+*(N(&%*'6A!H=,$!B%'($*'7!',$%'$-!P('#!./0"/1!5$&%H$!B%(*!N,$$
-?,(*+!'#$,%BAK

Maintenance of Healing of Gastric Ulcers:!O*!'P=!H?6'(&$*'$,8!-=?56$J56(*-8!,%*-=H(_$-8
B6%&$5=J&=*',=66$-8!2IJH=*'#!',(%67!&=*-?&'$-!(*!B%'($*'7!P#=7$!+%7',(&!?6&$,7!#%-!5$$*!B,$)(=?76A
#$%6$-8!./0"/1!234!H+!#K7K!P%7!7(+*(N(&%*'6A!H=,$!$NN$&'()$!'#%*!B6%&$5=!(*!H%(*'%(*(*+!#$%6(*+
=N!+%7',(&!?6&$,7K
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Pathological Hypersecretory Conditions (such as Zollinger-Ellison syndrome):!./0"/1
(*#(5('7!+%7',(&!%&(-!7$&,$'(=*!%*-!,$-?&$7!=&&?,,$*&$!=N!-(%,,#$%8!%*=,$^(%8!%*-!B%(*!(*!B%'($*'7!P('#
B%'#=6=+(&%6!#AB$,7$&,$'(=*!%77=&(%'$-!P('#!.=66(*+$,J:66(7=*!7A*-,=H$8!7A7'$H(&!H%7'=&A'=7(78!%*-
='#$,!B%'#=6=+(&%6!#AB$,7$&,$'=,A!&=*-('(=*7!C$K+K8!B=7'=B$,%'()$8!p7#=,'J+?'p!7A*-,=H$8!(-(=B%'#(&EK
F7$!=N!./0"/1!P%7!N=66=P$-!5A!#$%6(*+!=N!?6&$,7!(*!U!=N!2`!CRIaE!B%'($*'7!P#=!P$,$!(*',%&'%56$
'=!B,$)(=?7!'#$,%BAK

Gastroesophageal Reflux Disease (GERD):!O*!'P=!H?6'(&$*'$,8!-=?56$J56(*-8
B6%&$5=J&=*',=66$-8!XJP$$W!',(%67!B$,N=,H$-!(*!'#$!F*('$-!@'%'$7!%*-!:?,=B$8!./0"/1!234!H+
5K(K-K!P%7!H=,$!$NN$&'()$!'#%*!B6%&$5=!N=,!'#$!,$6($N!=N!#$%,'5?,*!%*-!='#$,!7AHB'=H7!%77=&(%'$-!P('#
>:<ZK!<%*('(-(*$J',$%'$-!B%'($*'7!&=*7?H$-!7(+*(N(&%*'6A!6$77!%*'%&(-!'#%*!-(-!B6%&$5=J',$%'$-
B%'($*'7K
"#$!F@!',(%6!(*-(&%'$-!'#%'!./0"/1!234!H+!5K(K-K!7(+*(N(&%*'6A!,$-?&$-!'#$!N,$Y?$*&A!=N

#$%,'5?,*!%''%&W7!%*-!7$)$,('A!=N!#$%,'5?,*!B%(*!P('#(*!2!'=!I!P$$W7!%N'$,!7'%,'(*+!'#$,%BAK!"#$
(HB,=)$H$*'!P%7!H%(*'%(*$-!'#,=?+#=?'!'#$!XJP$$W!',(%6!B$,(=-K!h=,$=)$,8!B%'($*'!,$7B=*7$!,%'$7
-$H=*7',%'$-!'#%'!'#$!$NN$&'!=*!#$%,'5?,*!$^'$*-7!'#,=?+#!5='#!'#$!-%A!%*-!*(+#'!'(H$!B$,(=-7K
O*!'P=!%--('(=*%6!F@!H?6'(&$*'$,8!-=?56$J56(*-8!B6%&$5=J&=*',=66$-8!IJP$$W!',(%678!./0"/1

234!H+!5K(K-K!P%7!7#=P*!'=!B,=)(-$!,$6($N!=N!#$%,'5?,*!B%(*!P('#(*!IR!#=?,7!=N!(*('(%'(*+!'#$,%BA!%*-
%!,$-?&'(=*!(*!'#$!N,$Y?$*&A!=N!7$)$,('A!=N!#$%,'5?,*K!O*!'#$7$!',(%678!./0"/1!:;;:<-=7$!"%56$'7
P$,$!7#=P*!'=!B,=)(-$!#$%,'5?,*!,$6($N!P('#(*!R3!H(*?'$7!=N!-=7(*+K

Erosive Esophagitis:!O*!'P=!H?6'(&$*'$,8!-=?56$J56(*-8!,%*-=H(_$-8!B6%&$5=J&=*',=66$-8!2IJP$$W
',(%67!B$,N=,H$-!(*!'#$!F*('$-!@'%'$78!./0"/1!234!H+!YK(K-K!P%7!7(+*(N(&%*'6A!H=,$!$NN$&'()$!'#%*
B6%&$5=!(*!#$%6(*+!$*-=7&=B(&%66A!-(%+*=7$-!$,=7()$!$7=B#%+('(7!%*-!(*!,$6($)(*+!%77=&(%'$-
#$%,'5?,*K!"#$!$,=7()$!$7=B#%+('(7!#$%6(*+!,%'$7!P$,$!%7!N=66=P7Q

Table 7: Erosive Esophagitis Patient Healing Rates
D$%6$-e:)%6?%56$

G6%&$5=l
*!o!II`

./0"/1
234!H+!YK(K-Kl
*!o!I23

m$$W!R
m$$W!U
m$$W!2I

R9e2`U!CIIaE
X9e2VX!C9XaE
`Ie23`!C3UaE

`XeI4X!CRVaEn
2RIeI44!CV2aEn
2XIe2`I!CURaEn

l/66!B%'($*'7!P$,$!B$,H(''$-!BK,K*K!%*'%&(-7!N=,!,$6($N!=N!B%(*K
nPg4K442!)$,7?7!B6%&$5=K

0=!%--('(=*%6!5$*$N('!(*!#$%6(*+!=N!$7=B#%+('(7!=,!(*!,$6($N!=N!#$%,'5?,*!P%7!7$$*!P('#!%!,%*('(-(*$
-=7$!=N!944!H+!YK(K-K

Maintenance of Healing of Erosive Esophagitis:!O*!'P=!H?6'(&$*'$,8!-=?56$J56(*-8!,%*-=H(_$-8
B6%&$5=J&=*',=66$-8!RUJP$$W!',(%67!&=*-?&'$-!(*!B%'($*'7!P#=7$!$,=7()$!$7=B#%+('(7!#%-!5$$*
B,$)(=?76A!#$%6$-8!./0"/1!234!H+!5K(K-K!P%7!7(+*(N(&%*'6A!H=,$!$NN$&'()$!'#%*!B6%&$5=!(*
H%(*'%(*(*+!#$%6(*+!=N!$,=7()$!$7=B#%+('(7K
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INDICATIONS AND USAGE:!./0"/1!(7!(*-(&%'$-!(*Q
2K @#=,'J'$,H!',$%'H$*'!=N!%&'()$!-?=-$*%6!?6&$,K!h=7'!B%'($*'7!#$%6!P('#(*!R!P$$W7K!@'?-($7
%)%(6%56$!'=!-%'$!#%)$!*='!%77$77$-!'#$!7%N$'A!=N!,%*('(-(*$!(*!?*&=HB6(&%'$-!-?=-$*%6!?6&$,!N=,
B$,(=-7!=N!H=,$!'#%*!U!P$$W7K

IK h%(*'$*%*&$!'#$,%BA!N=,!-?=-$*%6!?6&$,!B%'($*'7!%'!,$-?&$-!-=7%+$!%N'$,!#$%6(*+!=N!%&?'$!?6&$,7K
0=!B6%&$5=J&=*',=66$-!&=HB%,%'()$!7'?-($7!#%)$!5$$*!&%,,($-!=?'!N=,!B$,(=-7!=N!6=*+$,!'#%*!2
A$%,K

9K "#$!',$%'H$*'!=N!B%'#=6=+(&%6!#AB$,7$&,$'=,A!&=*-('(=*7!C$K+K8!.=66(*+$,J:66(7=*!7A*-,=H$!%*-
7A7'$H(&!H%7'=&A'=7(7EK

RK @#=,'J'$,H!',$%'H$*'!=N!%&'()$8!5$*(+*!+%7',(&!?6&$,K!h=7'!B%'($*'7!#$%6!P('#(*!X!P$$W7!%*-!'#$
?7$N?6*$77!=N!N?,'#$,!',$%'H$*'!#%7!*='!5$$*!-$H=*7',%'$-K!@'?-($7!%)%(6%56$!'=!-%'$!#%)$!*='
%77$77$-!'#$!7%N$'A!=N!,%*('(-(*$!(*!?*&=HB6(&%'$-8!5$*(+*!+%7',(&!?6&$,!N=,!B$,(=-7!=N!H=,$!'#%*
X!P$$W7K

3K h%(*'$*%*&$!'#$,%BA!N=,!+%7',(&!?6&$,!B%'($*'7!%'!,$-?&$-!-=7%+$!%N'$,!#$%6(*+!=N!%&?'$!?6&$,7K
G6%&$5=J&=*',=66$-!7'?-($7!#%)$!5$$*!&%,,($-!=?'!N=,!2!A$%,K

XK ",$%'H$*'!=N!>:<ZK!@AHB'=H%'(&!,$6($N!&=HH=*6A!=&&?,7!P('#(*!IR!#=?,7!%N'$,!7'%,'(*+!'#$,%BA
P('#!./0"/1!234!H+!5K(K-K

VK ",$%'H$*'!=N!$*-=7&=B(&%66A!-(%+*=7$-!$,=7()$!$7=B#%+('(7K!@AHB'=H%'(&!,$6($N!=N!#$%,'5?,*
&=HH=*6A!=&&?,7!P('#(*!IR!#=?,7!=N!'#$,%BA!(*('(%'(=*!P('#!./0"/1!234!H+!YK(K-K

UK h%(*'$*%*&$!=N!#$%6(*+!=N!$,=7()$!$7=B#%+('(7K!G6%&$5=J&=*',=66$-!',(%67!#%)$!5$$*!&%,,($-!=?'
N=,!RU!P$$W7K
1=*&=H('%*'!%*'%&(-7!7#=?6-!5$!+()$*!%7!*$$-$-!N=,!B%(*!,$6($N!'=!B%'($*'7!P('#!%&'()$!-?=-$*%6

?6&$,f!%&'()$8!5$*(+*!+%7',(&!?6&$,f!#AB$,7$&,$'=,A!7'%'$7f!>:<Zf!%*-!$,=7()$!$7=B#%+('(7K

CONTRAINDICATIONS:!./0"/1!(7!&=*',%(*-(&%'$-!N=,!B%'($*'7!W*=P*!'=!#%)$
#AB$,7$*7('()('A!'=!'#$!-,?+!=,!%*A!=N!'#$!(*+,$-($*'7!C7$$!G<:1/F"OS0@EK

PRECAUTIONS:
General:!2K!@AHB'=H%'(&!,$7B=*7$!'=!'#$,%BA!P('#!./0"/1!-=$7!*='!B,$&6?-$!'#$!B,$7$*&$!=N
+%7',(&!H%6(+*%*&AK
IK!@(*&$!./0"/1!(7!$^&,$'$-!B,(H%,(6A!5A!'#$!W(-*$A8!-=7%+$!7#=?6-!5$!%-d?7'$-!(*!B%'($*'7!P('#

(HB%(,$-!,$*%6!N?*&'(=*!C7$$!ZS@/>:!/0Z!/ZhO0O@"</"OS0EK!1%?'(=*!7#=?6-!5$!=57$,)$-!(*
B%'($*'7!P('#!#$B%'(&!-A7N?*&'(=*!7(*&$!./0"/1!(7!H$'%5=6(_$-!(*!'#$!6()$,K
9K!<%,$!,$B=,'7!7?++$7'!'#%'!./0"/1!H%A!B,$&(B('%'$!%&?'$!B=,B#A,(&!%''%&W7!(*!B%'($*'7!P('#

%&?'$!B=,B#A,(%K!./0"/1!7#=?6-!'#$,$N=,$!5$!%)=(-$-!(*!B%'($*'7!P('#!%!#(7'=,A!=N!%&?'$!B=,B#A,(%K
Information for Patients: Phenylketonurics: ./0"/1!234!:;;:<-=7$!"%56$'7!%*-!./0"/1
234!:;;:<-=7$!>,%*?6$7!&=*'%(*!B#$*A6%6%*(*$!2XKUR!H+!B$,!234!H+!=N!,%*('(-(*$K
Laboratory Tests:!;%67$JB=7('()$!'$7'7!N=,!?,(*$!B,='$(*!P('#!hF]"O@"Oqr!H%A!=&&?,!-?,(*+
./0"/1!'#$,%BA8!%*-!'#$,$N=,$!'$7'(*+!P('#!7?6N=7%6(&A6(&!%&(-!(7!,$&=HH$*-$-K
Drug Interactions:!/6'#=?+#!./0"/1!#%7!5$$*!,$B=,'$-!'=!5(*-!P$%W6A!'=!&A'=&#,=H$!GJR34!(*
)(',=8!,$&=HH$*-$-!-=7$7!=N!'#$!-,?+!-=!*='!(*#(5('!'#$!%&'(=*!=N!'#$!&A'=&#,=H$!GJR34s6(*W$-
=^A+$*%7$!$*_AH$7!(*!'#$!6()$,K!D=P$)$,8!'#$,$!#%)$!5$$*!(7=6%'$-!,$B=,'7!=N!-,?+!(*'$,%&'(=*7!'#%'
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7?++$7'!'#%'!./0"/1!H%A!%NN$&'!'#$!5(=%)%(6%5(6('A!=N!&$,'%(*!-,?+7!5A!7=H$!H$&#%*(7H!%7!A$'
?*(-$*'(N($-!C$K+K8!%!BDJ-$B$*-$*'!$NN$&'!=*!%57=,B'(=*!=,!%!&#%*+$!(*!)=6?H$!=N!-(7',(5?'(=*EK
O*&,$%7$-!=,!-$&,$%7$-!B,='#,=H5(*!'(H$7!#%)$!5$$*!,$B=,'$-!-?,(*+!&=*&?,,$*'!?7$!=N!,%*('(-(*$

%*-!P%,N%,(*K!D=P$)$,8!(*!#?H%*!B#%,H%&=W(*$'(&!7'?-($7!P('#!-=7%+$7!=N!,%*('(-(*$!?B!'=
R44!H+e-%A8!*=!(*'$,%&'(=*!=&&?,,$-f!,%*('(-(*$!#%-!*=!$NN$&'!=*!P%,N%,(*!&6$%,%*&$!=,!B,='#,=H5(*
'(H$K!"#$!B=77(5(6('A!=N!%*!(*'$,%&'(=*!P('#!P%,N%,(*!%'!-=7%+$7!=N!,%*('(-(*$!#(+#$,!'#%*!R44!H+e-%A
#%7!*='!5$$*!(*)$7'(+%'$-K
O*!%!,%*('(-(*$J',(%_=6%H!-,?+J-,?+!(*'$,%&'(=*!7'?-A8!',(%_=6%H!B6%7H%!&=*&$*',%'(=*7!P$,$

#(+#$,!-?,(*+!5K(K-K!-=7(*+!=N!,%*('(-(*$!'#%*!',(%_=6%H!+()$*!%6=*$K!"#$!H$%*!%,$%!?*-$,!'#$
',(%_=6%H!&=*&$*',%'(=*J'(H$!&?,)$!C/F1E!)%6?$7!(*!2UJ!'=!X4JA$%,!=6-!7?5d$&'7!P$,$!24a!%*-!IUa
#(+#$,!N=66=P(*+!%-H(*(7',%'(=*!=N!V3JH+!%*-!234JH+!,%*('(-(*$!'%56$'78!,$7B$&'()$6A8!'#%*!',(%_=6%H
+()$*!%6=*$K!O*!7?5d$&'7!=6-$,!'#%*!X4!A$%,7!=N!%+$8!'#$!H$%*!/F1!)%6?$7!P$,$!%BB,=^(H%'$6A!94a
#(+#$,!N=66=P(*+!%-H(*(7',%'(=*!=N!V3JH+!%*-!234JH+!,%*('(-(*$!'%56$'7K!O'!%BB$%,7!'#%'!'#$,$!P$,$
*=!&#%*+$7!(*!B#%,H%&=W(*$'(&7!=N!',(%_=6%H!%*-!tJ#A-,=^A',(%_=6%H8!%!H%d=,!H$'%5=6('$8!%*-!(*
'#$(,!$6(H(*%'(=*K!<$-?&$-!+%7',(&!%&(-('A!-?$!'=!,%*('(-(*$!H%A!#%)$!,$7?6'$-!(*!%*!(*&,$%7$!(*!'#$
%)%(6%5(6('A!=N!',(%_=6%HK!"#$!&6(*(&%6!7(+*(N(&%*&$!=N!'#(7!',(%_=6%H!%*-!,%*('(-(*$!B#%,H%&=W(*$'(&
(*'$,%&'(=*!(7!?*W*=P*K
Carcinogenesis, Mutagenesis, Impairment of Fertility:!"#$,$!P%7!*=!(*-(&%'(=*!=N!'?H=,(+$*(&!=,
&%,&(*=+$*(&!$NN$&'7!(*!6(N$J7B%*!7'?-($7!(*!H(&$!%*-!,%'7!%'!-=7%+$7!?B!'=!I444!H+eW+!B$,!-%AK
<%*('(-(*$!P%7!*='!H?'%+$*(&!(*!7'%*-%,-!5%&'$,(%6!'$7'7!CSalmonella8!Escherichia!coliE!N=,

H?'%+$*(&('A!%'!&=*&$*',%'(=*7!?B!'=!'#$!H%^(H?H!,$&=HH$*-$-!N=,!'#$7$!%77%A7K
O*!%!-=H(*%*'!6$'#%6!%77%A8!%!7(*+6$!=,%6!-=7$!=N!2444!H+eW+!'=!H%6$!,%'7!P%7!P('#=?'!$NN$&'!=*!'#$

=?'&=H$!=N!'P=!H%'(*+7!B$,!P$$W!N=,!'#$!*$^'!`!P$$W7K
Pregnancy:!Teratogenic Effects: G,$+*%*&A!1%'$+=,A!iK!<$B,=-?&'(=*!7'?-($7!#%)$!5$$*!B$,N=,H$-
(*!,%'7!%*-!,%55('7!%'!-=7$7!?B!'=!2X4!'(H$7!'#$!#?H%*!-=7$!%*-!#%)$!,$)$%6$-!*=!$)(-$*&$!=N
(HB%(,$-!N$,'(6('A!=,!#%,H!'=!'#$!N$'?7!-?$!'=!./0"/1K!"#$,$!%,$8!#=P$)$,8!*=!%-$Y?%'$!%*-
P$66J&=*',=66$-!7'?-($7!(*!B,$+*%*'!P=H$*K!i$&%?7$!%*(H%6!,$B,=-?&'(=*!7'?-($7!%,$!*='!%6P%A7
B,$-(&'()$!=N!#?H%*!,$7B=*7$8!'#(7!-,?+!7#=?6-!5$!?7$-!-?,(*+!B,$+*%*&A!=*6A!(N!&6$%,6A!*$$-$-K
Nursing Mothers:!./0"/1!(7!7$&,$'$-!(*!#?H%*!H(6WK!1%?'(=*!7#=?6-!5$!$^$,&(7$-!P#$*
./0"/1!(7!%-H(*(7'$,$-!'=!%!*?,7(*+!H='#$,K
Pediatric Use:!"#$!7%N$'A!%*-!$NN$&'()$*$77!=N!./0"/1!#%)$!5$$*!$7'%56(7#$-!(*!'#$!%+$J+,=?B!=N
2!H=*'#!'=!2X!A$%,7!N=,!'#$!',$%'H$*'!=N!-?=-$*%6!%*-!+%7',(&!?6&$,78!+%7',=$7=B#%+$%6!,$N6?^
-(7$%7$!%*-!$,=7()$!$7=B#%+('(78!%*-!'#$!H%(*'$*%*&$!=N!#$%6$-!-?=-$*%6!%*-!+%7',(&!?6&$,K!F7$!=N
./0"/1!(*!'#(7!%+$J+,=?B!(7!7?BB=,'$-!5A!%-$Y?%'$!%*-!P$66J&=*',=66$-!7'?-($7!(*!%-?6'78!%7!P$66
%7!%--('(=*%6!B#%,H%&=W(*$'(&!-%'%!(*!B$-(%',(&!B%'($*'7!%*-!%*!%*%6A7(7!=N!'#$!B?56(7#$-!6('$,%'?,$K
@%N$'A!%*-!$NN$&'()$*$77!(*!B$-(%',(&!B%'($*'7!N=,!'#$!',$%'H$*'!=N!B%'#=6=+(&%6!#AB$,7$&,$'=,A

&=*-('(=*7!=,!'#$!H%(*'$*%*&$!=N!#$%6(*+!=N!$,=7()$!$7=B#%+('(7!#%)$!*='!5$$*!$7'%56(7#$-K
@%N$'A!%*-!$NN$&'()$*$77!(*!*$=*%'$7!C6$77!'#%*!=*$!H=*'#!=N!%+$E!#%)$!*='!5$$*!$7'%56(7#$-!C7$$

1]O0O1/]!GD/<h/1S]S>\Q!G$-(%',(&7EK
Geriatric Use:!SN!'#$!'='%6!*?H5$,!=N!7?5d$&'7!$*,=66$-!(*!F@!%*-!N=,$(+*!&=*',=66$-!&6(*(&%6!',(%67
=N!=,%6!N=,H?6%'(=*7!=N!./0"/18!N=,!P#(&#!'#$,$!P$,$!7?5+,=?B!%*%6A7$78!R2`V!P$,$!X3!%*-!=)$,8
P#(6$!U``!P$,$!V3!%*-!=)$,K!0=!=)$,%66!-(NN$,$*&$7!(*!7%N$'A!=,!$NN$&'()$*$77!P$,$!=57$,)$-!5$'P$$*
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'#$7$!7?5d$&'7!%*-!A=?*+$,!7?5d$&'78!%*-!='#$,!,$B=,'$-!&6(*(&%6!$^B$,($*&$!#%7!*='!(-$*'(N($-
-(NN$,$*&$7!(*!,$7B=*7$7!5$'P$$*!'#$!$6-$,6A!%*-!A=?*+$,!B%'($*'78!5?'!+,$%'$,!7$*7('()('A!=N!7=H$
=6-$,!(*-()(-?%67!&%**='!5$!,?6$-!=?'K
"#(7!-,?+!(7!W*=P*!'=!5$!7?57'%*'(%66A!$^&,$'$-!5A!'#$!W(-*$A!%*-!'#$!,(7W!=N!'=^(&!,$%&'(=*7!'=

'#(7!-,?+!H%A!5$!+,$%'$,!(*!B%'($*'7!P('#!(HB%(,$-!,$*%6!N?*&'(=*K!i$&%?7$!$6-$,6A!B%'($*'7!%,$!H=,$
6(W$6A!'=!#%)$!-$&,$%7$-!,$*%6!N?*&'(=*8!&%?'(=*!7#=?6-!5$!$^$,&(7$-!(*!-=7$!7$6$&'(=*8!%*-!('!H%A!5$
?7$N?6!'=!H=*('=,!,$*%6!N?*&'(=*!C7$$!1]O0O1/]!GD/<h/1S]S>\Q!G#%,H%&=W(*$'(&7Q!>$,(%',(&
F7$!%*-!ZS@/>:!/0Z!/ZhO0O@"</"OS0Q!Z=7%+$!/-d?7'H$*'!N=,!G%'($*'7!P('#!OHB%(,$-
<$*%6!;?*&'(=*EK

ADVERSE REACTIONS:!"#$!N=66=P(*+!#%)$!5$$*!,$B=,'$-!%7!$)$*'7!(*!&6(*(&%6!',(%67!=,!(*!'#$
,=?'(*$!H%*%+$H$*'!=N!B%'($*'7!',$%'$-!P('#!./0"/1K!"#$!,$6%'(=*7#(B!'=!'#$,%BA!P('#!./0"/1
#%7!5$$*!?*&6$%,!(*!H%*A!&%7$7K!D$%-%&#$8!7=H$'(H$7!7$)$,$8!7$$H7!'=!5$!,$6%'$-!'=!%-H(*(7',%'(=*
=N!./0"/1K
Central Nervous System:!<%,$6A8!H%6%(7$8!-(__(*$778!7=H*=6$*&$8!(*7=H*(%8!%*-!)$,'(+=K!<%,$
&%7$7!=N!,$)$,7(56$!H$*'%6!&=*N?7(=*8!%+('%'(=*8!-$B,$77(=*8!%*-!#%66?&(*%'(=*7!#%)$!5$$*!,$B=,'$-8
B,$-=H(*%*'6A!(*!7$)$,$6A!(66!$6-$,6A!B%'($*'7K!<%,$!&%7$7!=N!,$)$,7(56$!56?,,$-!)(7(=*!7?++$7'()$!=N!%
&#%*+$!(*!%&&=HH=-%'(=*!#%)$!5$$*!,$B=,'$-K!<%,$!,$B=,'7!=N!,$)$,7(56$!(*)=6?*'%,A!H='=,
-(7'?,5%*&$7!#%)$!5$$*!,$&$()$-K
Cardiovascular:!/7!P('#!='#$,!DIJ56=&W$,78!,%,$!,$B=,'7!=N!%,,#A'#H(%7!7?&#!%7!'%&#A&%,-(%8
5,%-A&%,-(%8!%',(=)$*',(&?6%,!56=&W8!%*-!B,$H%'?,$!)$*',(&?6%,!5$%'7K
Gastrointestinal:!1=*7'(B%'(=*8!-(%,,#$%8!*%?7$%e)=H('(*+8!%5-=H(*%6!-(7&=HN=,'eB%(*8!%*-!,%,$
,$B=,'7!=N!B%*&,$%'('(7K
Hepatic:!"#$,$!#%)$!5$$*!=&&%7(=*%6!,$B=,'7!=N!#$B%'=&$66?6%,8!&#=6$7'%'(&8!=,!H(^$-!#$B%'('(78!P('#
=,!P('#=?'!d%?*-(&$K!O*!7?&#!&(,&?H7'%*&$78!,%*('(-(*$!7#=?6-!5$!(HH$-(%'$6A!-(7&=*'(*?$-K!"#$7$
$)$*'7!%,$!?7?%66A!,$)$,7(56$8!5?'!(*!,%,$!&(,&?H7'%*&$7!-$%'#!#%7!=&&?,,$-K!<%,$!&%7$7!=N!#$B%'(&
N%(6?,$!#%)$!%67=!5$$*!,$B=,'$-K!O*!*=,H%6!)=6?*'$$,78!@>G"!)%6?$7!P$,$!(*&,$%7$-!'=!%'!6$%7'!'P(&$
'#$!B,$',$%'H$*'!6$)$67!(*!X!=N!2I!7?5d$&'7!,$&$()(*+!244!H+!YK(K-K!(*',%)$*=?76A!N=,!V!-%A78!%*-!(*!R
=N!IR!7?5d$&'7!,$&$()(*+!34!H+!YK(K-K!(*',%)$*=?76A!N=,!3!-%A7K
Musculoskeletal:!<%,$!,$B=,'7!=N!%,'#,%6+(%7!%*-!HA%6+(%7K
Hematologic:!i6==-!&=?*'!&#%*+$7!C6$?W=B$*(%8!+,%*?6=&A'=B$*(%8!%*-!'#,=H5=&A'=B$*(%E!#%)$
=&&?,,$-!(*!%!N$P!B%'($*'7K!"#$7$!P$,$!?7?%66A!,$)$,7(56$K!<%,$!&%7$7!=N!%+,%*?6=&A'=7(78
B%*&A'=B$*(%8!7=H$'(H$7!P('#!H%,,=P!#AB=B6%7(%8!%*-!%B6%7'(&!%*$H(%!%*-!$^&$$-(*+6A!,%,$!&%7$7!=N
%&Y?(,$-!(HH?*$!#$H=6A'(&!%*$H(%!#%)$!5$$*!,$B=,'$-K
Endocrine:!1=*',=66$-!7'?-($7!(*!%*(H%67!%*-!H%*!#%)$!7#=P*!*=!7'(H?6%'(=*!=N!%*A!B('?('%,A
#=,H=*$!5A!./0"/1!%*-!*=!%*'(%*-,=+$*(&!%&'()('A8!%*-!&(H$'(-(*$J(*-?&$-!+A*$&=H%7'(%!%*-
(HB='$*&$!(*!#AB$,7$&,$'=,A!B%'($*'7!#%)$!,$7=6)$-!P#$*!./0"/1!#%7!5$$*!7?57'('?'$-K!D=P$)$,8
=&&%7(=*%6!&%7$7!=N!+A*$&=H%7'(%8!(HB='$*&$8!%*-!6=77!=N!6(5(-=!#%)$!5$$*!,$B=,'$-!(*!H%6$!B%'($*'7
,$&$()(*+!./0"/18!5?'!'#$!(*&(-$*&$!-(-!*='!-(NN$,!N,=H!'#%'!(*!'#$!+$*$,%6!B=B?6%'(=*K
Integumentary:!<%7#8!(*&6?-(*+!,%,$!&%7$7!=N!$,A'#$H%!H?6'(N=,H$8!%*-8!,%,$6A8!%6=B$&(%!%*-
)%7&?6('(7K
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Other:!<%,$!&%7$7!=N!#AB$,7$*7('()('A!,$%&'(=*7!C$K+K8!5,=*&#=7B%7H8!N$)$,8!,%7#8!$=7(*=B#(6(%E8
%*%B#A6%^(78!%*+(=*$?,='(&!$-$H%8!%*-!7H%66!(*&,$%7$7!(*!7$,?H!&,$%'(*(*$K

OVERDOSAGE:!"#$,$!#%7!5$$*!6(H('$-!$^B$,($*&$!P('#!=)$,-=7%+$K!<$B=,'$-!%&?'$!(*+$7'(=*7!=N
?B!'=!2U!+!=,%66A!#%)$!5$$*!%77=&(%'$-!P('#!',%*7($*'!%-)$,7$!$NN$&'7!7(H(6%,!'=!'#=7$!$*&=?*'$,$-!(*
*=,H%6!&6(*(&%6!$^B$,($*&$!C7$$!/Zc:<@:!<:/1"OS0@EK!O*!%--('(=*8!%5*=,H%6('($7!=N!+%('!%*-
#AB='$*7(=*!#%)$!5$$*!,$B=,'$-K
m#$*!=)$,-=7%+$!=&&?,78!'#$!?7?%6!H$%7?,$7!'=!,$H=)$!?*%57=,5$-!H%'$,(%6!N,=H!'#$

+%7',=(*'$7'(*%6!',%&'8!&6(*(&%6!H=*('=,(*+8!%*-!7?BB=,'()$!'#$,%BA!7#=?6-!5$!$HB6=A$-K
@'?-($7!(*!-=+7!,$&$()(*+!-=7%+$7!=N!./0"/1!(*!$^&$77!=N!II3!H+eW+!B$,!-%A!#%)$!7#=P*

H?7&?6%,!',$H=,78!)=H('(*+8!%*-!,%B(-!,$7B(,%'(=*K!@(*+6$!=,%6!-=7$7!=N!2444!H+eW+!(*!H(&$!%*-!,%'7
P$,$!*='!6$'#%6K!O*',%)$*=?7!]Z34!)%6?$7!(*!H(&$!%*-!,%'7!P$,$!VV!%*-!U9!H+eW+8!,$7B$&'()$6AK

DOSAGE AND ADMINISTRATION:
Active Duodenal!Ulcer:!"#$!&?,,$*'!,$&=HH$*-$-!%-?6'!=,%6!-=7%+$!=N!./0"/1!N=,!-?=-$*%6
?6&$,!(7!234!H+!=,!24!H]!CI!'$%7B==*N?67!$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!'P(&$!-%(6AK!/*
%6'$,*%'()$!-=7%+$!=N!944!H+!=,!I4!H]!CR!'$%7B==*N?67!$Y?()%6$*'!'=!944!H+!=N!,%*('(-(*$E!=*&$
-%(6A!%N'$,!'#$!$)$*(*+!H$%6!=,!%'!5$-'(H$!&%*!5$!?7$-!N=,!B%'($*'7!(*!P#=H!-=7(*+!&=*)$*($*&$!(7
(HB=,'%*'K!"#$!%-)%*'%+$7!=N!=*$!',$%'H$*'!,$+(H$*!&=HB%,$-!'=!'#$!='#$,!(*!%!B%,'(&?6%,!B%'($*'
B=B?6%'(=*!#%)$!A$'!'=!5$!-$H=*7',%'$-!C7$$!16(*(&%6!",(%67Q!Active Duodenal UlcerEK!@H%66$,!-=7$7
#%)$!5$$*!7#=P*!'=!5$!$Y?%66A!$NN$&'()$!(*!(*#(5('(*+!+%7',(&!%&(-!7$&,$'(=*!(*!F@!7'?-($78!%*-
7$)$,%6!N=,$(+*!',(%67!#%)$!7#=P*!'#%'!244!H+!5K(K-K!(7!%7!$NN$&'()$!%7!'#$!234JH+!-=7$K
/*'%&(-!7#=?6-!5$!+()$*!%7!*$$-$-!N=,!,$6($N!=N!B%(*!C7$$!1]O0O1/]!GD/<h/1S]S>\Q

G#%,H%&=W(*$'(&7EK
Maintenance of Healing of Duodenal Ulcers:!"#$!&?,,$*'!,$&=HH$*-$-!%-?6'!=,%6!-=7%+$!(7
234!H+!=,!24!H]!CI!'$%7B==*N?67!$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!%'!5$-'(H$K
Pathological Hypersecretory Conditions (such as ZollingerJEllison!syndromeEQ!"#$!&?,,$*'
,$&=HH$*-$-!%-?6'!=,%6!-=7%+$!(7!234!H+!=,!24!H]!CI!'$%7B==*N?67!$Y?()%6$*'!'=!234!H+!=N
,%*('(-(*$E!'P(&$!%!-%AK!O*!7=H$!B%'($*'7!('!H%A!5$!*$&$77%,A!'=!%-H(*(7'$,!./0"/1!234JH+!-=7$7
H=,$!N,$Y?$*'6AK!Z=7%+$7!7#=?6-!5$!%-d?7'$-!'=!(*-()(-?%6!B%'($*'!*$$-78!%*-!7#=?6-!&=*'(*?$!%7
6=*+!%7!&6(*(&%66A!(*-(&%'$-K!Z=7%+$7!?B!'=!X!+e-%A!#%)$!5$$*!$HB6=A$-!(*!B%'($*'7!P('#!7$)$,$
-(7$%7$K
Benign Gastric Ulcer:!"#$!&?,,$*'!,$&=HH$*-$-!%-?6'!=,%6!-=7%+$!(7!234!H+!=,!24!H]
CI!'$%7B==*N?67!$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!'P(&$!%!-%AK
Maintenance of Healing of Gastric Ulcers:!"#$!&?,,$*'!,$&=HH$*-$-!%-?6'!=,%6!-=7%+$!(7!234!H+
=,!24!H]!CI!'$%7B==*N?67!$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!%'!5$-'(H$K
GERD:!"#$!&?,,$*'!,$&=HH$*-$-!%-?6'!=,%6!-=7%+$!(7!234!H+!=,!24!H]!CI!'$%7B==*N?67!$Y?()%6$*'
'=!234!H+!=N!,%*('(-(*$E!'P(&$!%!-%AK
Erosive Esophagitis:!"#$!&?,,$*'!,$&=HH$*-$-!%-?6'!=,%6!-=7%+$!(7!234!H+!=,!24!H]
CI!'$%7B==*N?67!$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!N=?,!'(H$7!%!-%AK
Maintenance of Healing of Erosive Esophagitis:!"#$!&?,,$*'!,$&=HH$*-$-!%-?6'!=,%6!-=7%+$!(7
234!H+!=,!24!H]!CI!'$%7B==*N?67!$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!'P(&$!%!-%AK
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ZANTAC® (ranitidine hydrochloride) Syrup, USP

12

Pediatric Use:!"#$!7%N$'A!%*-!$NN$&'()$*$77!=N!./0"/1!#%)$!5$$*!$7'%56(7#$-!(*!'#$!%+$J+,=?B!=N
2!H=*'#!'=!2X!A$%,7K!"#$,$!(7!(*7?NN(&($*'!(*N=,H%'(=*!%5=?'!'#$!B#%,H%&=W(*$'(&7!=N!./0"/1!(*
*$=*%'%6!B%'($*'7!C6$77!'#%*!2!H=*'#!=N!%+$E!'=!H%W$!-=7(*+!,$&=HH$*-%'(=*7K

Treatment of Duodenal and Gastric Ulcers:!"#$!,$&=HH$*-$-!=,%6!-=7$!N=,!'#$!',$%'H$*'!=N
%&'()$!-?=-$*%6!%*-!+%7',(&!?6&$,7!(7!I!'=!R!H+eW+!B$,!-%A!'P(&$!-%(6A!'=!%!H%^(H?H!=N!944!H+e-%AK
"#(7!,$&=HH$*-%'(=*!(7!-$,()$-!N,=H!%-?6'!&6(*(&%6!7'?-($7!%*-!B#%,H%&=W(*$'(&!-%'%!(*!B$-(%',(&
B%'($*'7K

Maintenance of Healing of Duodenal and Gastric Ulcers:!"#$!,$&=HH$*-$-!=,%6!-=7$!N=,!'#$
H%(*'$*%*&$!=N!#$%6(*+!=N!-?=-$*%6!%*-!+%7',(&!?6&$,7!(7!I!'=!R!H+eW+!=*&$!-%(6A!'=!%!H%^(H?H!=N
234!H+e-%AK!"#(7!,$&=HH$*-%'(=*!(7!-$,()$-!N,=H!%-?6'!&6(*(&%6!7'?-($7!%*-!B#%,H%&=W(*$'(&!-%'%
(*!B$-(%',(&!B%'($*'7K

Treatment of GERD and Erosive Esophagitis:!/6'#=?+#!6(H('$-!-%'%!$^(7'!N=,!'#$7$!&=*-('(=*7
(*!B$-(%',(&!B%'($*'78!B?56(7#$-!6('$,%'?,$!7?BB=,'7!%!-=7%+$!=N!3!'=!24!H+eW+!B$,!-%A8!?7?%66A!+()$*
%7!'P=!-()(-$-!-=7$7K
Dosage Adjustment for Patients With Impaired Renal Function:!S*!'#$!5%7(7!=N!$^B$,($*&$!P('#
%!+,=?B!=N!7?5d$&'7!P('#!7$)$,$6A!(HB%(,$-!,$*%6!N?*&'(=*!',$%'$-!P('#!./0"/18!'#$!,$&=HH$*-$-
-=7%+$!(*!B%'($*'7!P('#!%!&,$%'(*(*$!&6$%,%*&$!g34!H]eH(*!(7!234!H+!=,!24!H]!CI!'$%7B==*N?67
$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!$)$,A!IR!#=?,7K!@#=?6-!'#$!B%'($*'u7!&=*-('(=*!,$Y?(,$8!'#$
N,$Y?$*&A!=N!-=7(*+!H%A!5$!(*&,$%7$-!'=!$)$,A!2I!#=?,7!=,!$)$*!N?,'#$,!P('#!&%?'(=*K!D$H=-(%6A7(7
,$-?&$7!'#$!6$)$6!=N!&(,&?6%'(*+!,%*('(-(*$K!O-$%66A8!'#$!-=7(*+!7&#$-?6$!7#=?6-!5$!%-d?7'$-!7=!'#%'!'#$
'(H(*+!=N!%!7&#$-?6$-!-=7$!&=(*&(-$7!P('#!'#$!$*-!=N!#$H=-(%6A7(7K
:6-$,6A!B%'($*'7!%,$!H=,$!6(W$6A!'=!#%)$!-$&,$%7$-!,$*%6!N?*&'(=*8!'#$,$N=,$!&%?'(=*!7#=?6-!5$

$^$,&(7$-!(*!-=7$!7$6$&'(=*8!%*-!('!H%A!5$!?7$N?6!'=!H=*('=,!,$*%6!N?*&'(=*!C7$$!1]O0O1/]
GD/<h/1S]S>\Q!G#%,H%&=W(*$'(&7Q!>$,(%',(&!F7$!%*-!G<:1/F"OS0@Q!>$,(%',(&!F7$EK
Preparation of ZANTAC 150 EFFERdose Tablets and ZANTAC 150 EFFERdose Granules:
Z(77=6)$!$%&#!-=7$!(*!%BB,=^(H%'$6A!X!'=!U!=_!=N!P%'$,!5$N=,$!-,(*W(*+K

HOW SUPPLIED:!./0"/1!234!"%56$'7!C,%*('(-(*$!D16!$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!%,$
B$%&#8!N(6HJ&=%'$-8!N()$J7(-$-!'%56$'7!$H5=77$-!P('#!p./0"/1!234p!=*!=*$!7(-$!%*-!p>6%^=p!=*
'#$!='#$,K!"#$A!%,$!%)%(6%56$!(*!5=''6$7!=N!X4!C0Z1!42V9J49RRJRIE8!2U4!C0Z1!42V9J49RRJ2VE8!344
C0Z1!42V9J49RRJ2RE8!%*-!2444!C0Z1!42V9J49RRJ2IE!'%56$'7!%*-!?*('!-=7$!B%&W7!=N!244!C0Z1
42V9J49RRJRVE!'%56$'7K
./0"/1!944!"%56$'7!C,%*('(-(*$!D16!$Y?()%6$*'!'=!944!H+!=N!,%*('(-(*$E!%,$!A$66=P8

N(6HJ&=%'$-8!&%B7?6$J7#%B$-!'%56$'7!$H5=77$-!P('#!p./0"/1!944p!=*!=*$!7(-$!%*-!p>6%^=p!=*!'#$
='#$,K!"#$A!%,$!%)%(6%56$!(*!5=''6$7!=N!94!C0Z1!42V9J49`9JR4E!%*-!I34!C0Z1!42V9J49`9J4XE!'%56$'7
%*-!?*('!-=7$!B%&W7!=N!244!C0Z1!42V9J49`9JRVE!'%56$'7K

Store between 15°!and 30°C (59°!and 86°F) in a dry place.!Protect from light. Replace cap
securely after each opening.
./0"/1!234!:;;:<-=7$!"%56$'7!C,%*('(-(*$!D16!$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!%,$!P#('$

'=!B%6$!A$66=P8!,=?*-8!N6%'JN%&$-8!5$)$6J$-+$-!'%56$'7!$H5=77$-!P('#!p./0"/1!234p!=*!=*$!7(-$
%*-!pRIVp!=*!'#$!='#$,K!"#$A!%,$!B%&W%+$-!(*-()(-?%66A!(*!N=(6!%*-!%,$!%)%(6%56$!(*!%!&%,'=*!=N!X4
C0Z1!42V9J4RIVJ4IE!'%56$'7K



ZANTAC® 150 (ranitidine hydrochloride) Tablets, USP
ZANTAC® 300 (ranitidine hydrochloride) Tablets, USP

ZANTAC® 150 (ranitidine hydrochloride effervescent) EFFERdose® Tablets
ZANTAC® 150 (ranitidine hydrochloride effervescent) EFFERdose® Granules

ZANTAC® (ranitidine hydrochloride) Syrup, USP
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./0"/1!234!:;;:<-=7$!>,%*?6$7!C,%*('(-(*$!D16!$Y?()%6$*'!'=!234!H+!=N!,%*('(-(*$E!%,$!P#('$
'=!B%6$!A$66=P!+,%*?6$7K!:%&#!234JH+!-=7$!=N!+,%*?6$7!C%BB,=^(H%'$6A!2KRR!+E!(7!B%&W%+$-!(*
(*-()(-?%6!N=(6!B%&W$'7!%*-!(7!%)%(6%56$!(*!%!&%,'=*!=N!X4!C0Z1!42V9J4R32J42E!B%&W$'7K

Store between 2°!and 30°C (36°!and 86°F).
./0"/1!@A,?B8!%!&6$%,8!B$BB$,H(*'JN6%)=,$-!6(Y?(-8!&=*'%(*7!2XKU!H+!=N!,%*('(-(*$!D16

$Y?()%6$*'!'=!23!H+!=N!,%*('(-(*$!B$,!2!H]!(*!5=''6$7!=N!2X!N6?(-!=?*&$7!C=*$!B(*'E!C0Z1!42V9J49U9J
3REK

Store between 4° and 25°C (39° and 77°F). Dispense in tight, light-resistant containers as
defined in the USP/NF.

>6%^=!m$66&=H$!O*&K
<$7$%,&#!",(%*+6$!G%,W8!01!IVV4`

./0"/1r!234!"%56$'7e./0"/1r!944!"%56$'7e

./0"/1r!234!:;;:<-=7$r!"%56$'7e./0"/1r!234!:;;:<-=7$r!>,%*?6$7Q
>6%^=!m$66&=H$!O*&K
<$7$%,&#!",(%*+6$!G%,W8!01!IVV4`
F@!G%'$*'!0=7K!R83I28R92f!R8UU48X9Xf!%*-!3824I8XX3

./0"/1r!@A,?BQ
h%*?N%&'?,$-!N=,!>6%^=!m$66&=H$!O*&K
<$7$%,&#!",(%*+6$!G%,W8!01!IVV4`
5A!<=^%*$!]%5=,%'=,($78!O*&K8!1=6?H5?78!SD!R9I2X
F@!G%'$*'!0=7K!R83U38V`4!%*-!384XU8IR`

v1=BA,(+#'!2``X8!2```8!I4448!I4428!>6%^=!m$66&=H$!O*&
/66!,(+#'7!,$7$,)$-K

w?*$!I442 <]J`9X


